REMARKS 

Applicant thanks the Examiner for the kind allowance of Claims 1-7, 10, 
and 11. 

Claims 8 and 9 would be allowable if a rejection under 35 U.S.C. § 112, 
second paragraph is overcome. 

The Examiner explained that Claim 8 is rejected because the group of 
materials to be used as the base is indefinite. For example, the Examiner said 
that white petrolatum is the same as gelation hydrocarbon. The Examiner said 
that Macrogol is a hydrophilic ointment base. The Examiner questioned if there 
are any differences between white ointment base, and simple ointment base. 
Claim 8 has been amended to delete **Macrogol ointment base" and to change 
"gelation hydrocarbon" to —hydrocarbon gel--. Otherwise, the rejection is 
respectfully traversed. 

The various members of the Markush group will be discussed in order: 

1. liquid paraffin - it is believed that the Examiner did not question 
this element; 

2. white petrolatum - a copy of page 1005 of JP XIV, *The Japanese 
Pharmacopoeia", is enclosed showing that this is art accepted terminology; 

3. purified lanolin - it is believed that the Examiner did not question 
this element; 

4. gelation hydrocarbon - a copy of entry 109105 from the "Handbook 
of Pharmaceutical Excipients" is enclosed along with a translation. This book 



shows that "Gelation Hydrocarbon" is a product of Maruishi Pharmaceutical Co., 
Ltd., and is *Tiydrocarbon gel". It is not white petrolatum, but is an ointment 
made by gelling liquid paraffin with polyethylene. 

5. polyethylene glycol - it is believed that the Examiner did not 
question this element. "Polyethylene glycol" has been changed to -a 
polyethylene glycol- in order that the language "and mixtures thereof of the 
claim would include mixtures of polyethylene glycols of different molecular 
weights; 

6. hydrophilic ointment base - a copy of page 940 of JP XIV, *The 
Japanese Pharmacopoeia", is enclosed showing that this is art accepted 
terminology and is a mixtvire of various ingredients; 

7. white ointment base - a copy of page 1080 of JP XIV, "The Japanese 
Pharmacopoeia", is enclosed showing that this is art accepted terminology and is 
a mixture of various ingredients; 

8. simple ointment base - a copy of page 1052 of JP XTV, 'The 
Japanese Pharmacopoeia", is enclosed showing that this is art accepted 
terminology and is different from other compositions; 

9. Macrogol ointment base - a copy of page 968 of JP XTV, "The 
Japanese Pharmacopoeia", is enclosed showing that this is a composition of 
polyethylene glycol 4000 and polyethylene glycol 400. Thus, the term has been 
deleted from Claim 8 because it is believed that " polyethylene glycol" combined 
with "and mixtures thereof accomplishes the same purpose. 



As for claim 9, the Examiner said that certain compounds can serve 
different purposes. For example, glycerol may be an alcohol but may also be a 
stabilizer. This rejection is respectfully traversed. 

Even though a compound may serve different functions, it is erroneous to 
say that that renders Claim 9 indefinite. Each of the broad elements recited in 
the group of claim 9 is clear and distinct from the others and the fact that there 
may be some compounds which could serve different functions is irrelevant. 

The Examiner is, therefore, respectfully requested to withdraw the 
rejection under 35 U.S.C. § 112, second paragraph. 

If there are any questions regarding this amendment or the application in 
general, a telephone call to the undersigned would be appreciated since this 
should expedite the prosecution of the application for all concerned. 

If necessary to effect a timely response, this paper should be considered as 
a petition for an Extension of Time sufficient to effect a timely response, and 
please charge any deficiency in fees or credit any overpayments to Deposit 
Account No. 05-1323 (Docket #01078150666). 
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sample solution. Dissolve 0.01 g each of hydrocortisone 
acetate and diphenhydramine in 10 mL each of methanol, 
and use these solutions as standard solutions (1) and (2). Per- 
form the test with the sample solution and standard solutions 
(1) and (2) as directed under the Thin-layer Chro- 
matography. Spot 5 /iL each of these solutions on a plate of 
silica gel with a complex fluorescent indicator for thin-layer 
chromatography. Develop the plate with a mixture of ethyl 
acetate and diethyl ether (4:2) to a distance of about 10 cm, 
and air-dry the plate. Examine under ultraviolet light (broad 
spectrum wavelength): two spots from the sample solution 
show the same Rf value as the corresponding spots from stan- 
dard solutions (1) and (2). 

Containers and storage Containers — ^Tight containers. 
Storage — Light-resistant. 

Hydrogenated Oil 

Hydrogenated Oil is the fat obtained by hydrogena- 
tion of fish oil or of other oils originating from animal 
or vegetable. 

Description Hydrogenated Oil occurs as a white mass or 
powder and has a characteristic odor and a mild taste. 

It is freely soluble in diethyl ether, very slightly soluble in 
ethanol (95), and practically insoluble in water. 

The oil obtained by hydrogenation of castor oil is slightly 
soluble in diethyl ether, very slightly soluble in ethanol (95), 
and practically insoluble in water. 

Add value Not more than 2.0. 

Purity (1) Moisture and coloration — Hydrogenated Oil 
(5.0 g), melted by heating on a water bath, forms a clear liq- 
uid, from which no water separates. In a lO-nun thick layer 
of the liquid, it is colorless or slightly yellow. 

(2) Alkali— To 2.0 g of Hydrogenated Oil add 10 mL of 
water, melt by heating on a water bath, and shake vigorous- 
ly. After cooling, add 1 drop of phenolphthaldn TS to the 
separated water layer: no color develops. 

(3) Chloride— To 1.5 g of Hydrogenated Oil add 30 mL 
of ethanol (95), boil for 10 minutes under a reflux condenser, 
and filter after cooling. To 20 mL of the filtrate add 5 drops 
of a solution of silver nitrate in ethanol (95) (1 in 50): the tur- 
bidity of the solution does not exceed that of the following 
control solution. 

Control solution: To 1.0 mL of 0.01 mol/L hydrochloric 
acid VS add ethanol (95) to make 20 mL, then add 5 drops of 
a solution of silver nitrate in ethanol (95) (1 in 50). 

(4) Heavy metals — Heat 2.0 g of Hydrogenated Oil with 
5 mL of dilute hydrochloric acid and 10 mL of water on a 
water bath for 5 minutes with occasional shaking. After cool- 
ing, filter, and make 5 mL of the filtrate weakly alkaline with 
ammonia TS, then add 3 drops of sodium sulfide TS: the so- 
lution remains unchanged. 

(5) Nickel — Place 5.0 g of Hydrogenated Oil in a quartz 
or porcelain crucible, heat slightly with caution at the begin- 
ning, and, after carbonization, incinerate by strong heating 
(500 ± 20*'Q. Cool, add 1 mL of hydrochloric add. 
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evaporate on a water bath to dryness, dissolve the residue in 
3 mL of dilute hydrochloric acid, and add 7 mL of water. 
Then add 1 mL of bromine TS and 1 mL of a solution of 
dtric acid monohydrate (1 in 5), make alkaline with 5 mL of 
ammonia TS, and cool in running water. To this solution 
add 1 mL of dimethylglyoxime TS, add water to make 20 
mL, and use this solution as the test solution. Allow to stand 
for 5 minutes: the solution has no more color than the follow- 
ing control solution. 

Control solution: Evaporate 1 mL of hydrochloric acid on 
a water bath to dryness, add 1 mL of Standard Nickel Solu- 
tion and 3 mL of dilute hydrochloric add, and add 6 mL of 
water. Then proceed as directed in the test solution, add 
water to make 20 mL, and allow to stand for 5 minutes. 

Residue on ignition Not more than 0.10% (5 g). 

Containers and storage Containers — Well-closed contain- 
ers. 

Hydrophilic Omtment 

Metihod of preparation 

White Petrolatum 250 g 

Stearyl Alcohol 200 g 

Propylene Glycol 120 g 
Polyoxyethylene hydrogenated 

castor oil 60 40 g 

Glycerin Monostearate 10 g 

Methyl Parahydroxybenzoate 1 g 

Propyl Parahydroxybenzoate 1 g 
Purified Water a suffident quantity 

To make 1(X)0 g 

Melt White Petrolatum, Stearyl Alcohol, polyoxyethylene 
hydrogenated castor oil 60 and Glycerin Monostearate by 
heating on a water bath, stir, and keep temperature of the 
mixture at about 75 ^'C. To Propylene Glycol add Methyl 
Parahydroxybenzoate and Propyl Parahydroxybenzoate, 
melt by warming if necessary, dissolve in Purified Water, and 
warm to about 75 °C. Add this solution to the above mixture, 
stir to form emulsion, cool, and stir thoroughly until it con- 
geals. 

Description HydrophiUc Ointment is white in color. It has 
a slight, characteristic odor. 

Containers and storage Containers—Tight containers. 

Hydroxypropylcellulose 

Hydroxypropylcellulose is a hydroxypropyl ether of 
cellulose. 

Hydroxypropylcellulose, when dried, contains not 
less than 53.4% and not more than 77.5% of hydrox- 
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Titrate with 0.5 mol/L sodium hydroxide VS until a hght red 
color remains for not less than 15 seconds. Perform a blank 
determination in the same manner. 

Average molecular mass 

_ mass (g) of sample x 4000 
a-b 

a: Volume (mL) of 0.5 mol/L sodium hydroxide VS con- 
sumed in the blank determination. 

b: Volume (mL) of 0.5 mol/L sodium hydroxide VS con- 
sumed in the test of the sample. 

Average molecular mass is between 7300 and 9300. 

Water Not more than 1,0% (2 g, direct titration). 

Residue on ignition Not more than 0.25% (1 g). 

Containers and storage Containers — ^Well-closed contain- 
ers. 



Macrogol 20000 

Polyethylene Glycol 20000 
■7^Qzf— JU20000 

Macrogol 20000 is a polymer of ethylene oxide 
and water, represented by the formula 
HOCH2(CH20CH2)„CH20H, in which the value of n 
lies between 340 and 570. 

Description Macrogol 20000 occurs as white, paraffin-like 
flakes or powder. It is ordorless or has a faint, characteristic 
odor. 

It is freely soluble in water and in pyridine, and practically 
insoluble in methanol, in ethanol (95), in anhydrous diethyl 
ether, in petroleum benzine and in macrogol 400. 

Congealing point: 56 - 64°C 

Identification Dissolve 0.05 g of Macrogol 20000 in 5 mL 
of dilute hydrochloric acid, add 1 mL of barium chloride TS, 
shake, and filter, if necessary. To the filtrate add 1 mL of a 
solution of phosphomolybdic acid /t-hydrate (1 in 10): a yel- 
low-green precipitate is formed. 

pH Dissolve 1.0 g of Macrogol 20000 in 20 mL of water: 
the pH of this solution is between 4.5 and 7.5. 

Purity (1) Clarity and color of solution— Dissolve 5.0 g 
of Macrogol 20000 in 50 mL of water: the solution is clear 
and colorless. 

(2) Acid— Dissolve 5.0 g of Macrogol 20000 in 20 mL of 
neutralized ethanol by warming, cool, and add 0.20 mL of 
0.1 mol/L sodium hydroxide VS and 1 drop of 
phenolphthalein TS: the color of the solution is red. 

Average molecular mass Weigh accurately about 15.0 g of 
Macrogol 20000, transfer to an about 200-mL glass-stop- 
pered pressure bottle, add about 25 mL of pyridine, dissolve 
by warming, and allow to cool. Separately, pipet 300 mL of 
freshly distilled pyridine into a 1000-mL light-resistant glass- 
stoppered bottle, add 42 g of phthalic anhydride, dissolve 
with vigorous shaking, and allow to stand for 16 hours or 
more. Pipet 25 mL of this solution, transfer to the former 



JP XIV 

pressure bottle, stopper the bottle tightly, wrap it securely 
with strong cloth, and immerse in a water bath, having a tem- 
perature of 98 ± 2*'C, to the same depth as the mixture in 
the bottle. Maintain the temperature of the bath at 98 ± 2*'C 
for 60 minutes. Remove the bottle from the bath, and allow 
to cool in air to room temperature. Add exactly 50 mL of 
0.5 mol/L sodium hydroxide VS and 5 drops of a solution of 
phenolphthalein in pyridine (1 in 100). Titrate with 0.5 mol/ 
L sodium hydroxide VS until a light red color remains for 
not less than 15 seconds. Perform a blank determination. 

Average molecular mass 

_ mass (g) of sample x 4000 
a-b 

a: Volume (mL) of 0.5 mol/L sodium hydroxide VS used 

in the blank determination. 
bi Volume (mL) of 0.5 mol/L sodium hydroxide VS used 

in the test of the sample. 

Average molecular mass is between 15000 and 25000. 

Water Not more than 1.0% (2 g, direct titration). 

Residue on ignition Not more than 0.25% (1 g). 

Containers and storage Containers — Well-closed contain- 
ers. 



Macrogol Omtment 

Polyethylene Glycol Ointment 

Method of preparation 

Macrogol 4000 500 g 

Macrogol 400 500 g 

To make 1000 g 

Melt Macrogol 4000 and Macrogol 400 by warming on a 
water bath at 65 ''C, and mix well until it congeals. Less than 
100 g of Macrogol 4000 or Macrogol 400 may be replaced by 
an equal amount of Macrogol 400 or Macrogol 4000 to pre- 
pare 1000 g of a proper soft ointment. 

Description Macrogol Ointment is white in color. It has a 
faint, characteristic odor. 

Identification Dissolve 0.05 g of Macrogol Ointment in 5 
mL of dilute hydrochloric acid, add 1 mL of barium chloride 
TS, shake, filter if necessary, and add 1 mL of a solution of 
phosphomolybdic acid /t-hydrate (1 in 10) to the filtrate: a yel- 
low-green precipitate is formed. 

Containers and storage Containers — Tight containers. 



1080 

(6) Ammonium — Perform the test as directed under the 
Ammonium Limit Test, using 30 mL of Sterile Purified 
Water as the test solution. Prepare the control solution as fol- 
lows: to 0.15 mL of Standard Ammonium Solution add 
purified water for ammonium limit test to make 30 mL, and 
proceed in the same manner as the test solution (not more 
than 0.05 mg/L). 

(7) Heavy metals— To 40 mL of Sterile Purified Water 
add 2 mL of dilute acetic acid and 1 drop of sodium sulfide 
TS: no change occurs. 

(8) Potassium permanganate-reducing substances— To 
100 mL of Sterile Purified Water add 10 mL of dilute sulfuric 
acid, boil, add O.lOmL of 0.02mol/L potassium perman- 
ganate VS, and boil again for 10 minutes: the red color does 
not disappear. 

(9) Residue on evaporation — Evaporate 100 mL of 
Sterile Purified Water on a water bath to dryness, and dry the 
residue at 105 for 1 hour: the mass of the residue is not 
more than 1.0 mg. 

Sterility Take 500 mL of Sterile Purified Water, and per- 
form the test by the Membrane filtration method: it meets the 
reqturements of the Sterility Test. 

Containers and storage Containers — Containers used at 
the time of sterilization. 
Storage — Protected from microbial contamination. 

Weil's Disease and Akiyami 
Combined Vaccine 

Weil's Disease and Akiyami Combined Vaccine is a 
liquid for injection containing inactivated Weil's dis- 
ease leptospira, Akiyami A leptospira, Akiyami B lep- 
tospira and Akiyami C leptospira. The product lacking 
more than a kind of Akiyami leptospira may be pre- 
pared, if necessary. 

It conforms to the requirements of Weil's Disease 
and Akiyami Combined Vaccine in the Minimum Re- 
quirements for Biological Products. 

Description Weil's Disease and Akiyami Combined Vac- 
cine is a white-turbid liquid. 

Wheat Starch 

Amylum Tritici 

Wheat Starch consists of the starch granules ob- 
tained from the seeds of Triticum aestivum Linne 
{Gramineae). 

Description Wheat Starch occurs as white masses or pow- 
der. It is odorless and tasteless. 

Under a microscope. Wheat Starch appears as spherical or 
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lenticular simple grains in various sizes ranging from 5 to 60 
/im, mostly 25 to 35 /im. Hilum and striation are indistinct. 
It is practically insoluble in water and m ethanol (95). 

Identification (1) To 1 g of Wheat Starch add 50 mL of 
water, boil, and allow to cool: a turbid, neutral and pasty liq- 
uid is formed. 

(2) To a portion of Wheat Starch add iodine TS: a dark 
blue-purple color is produced. 

Purity Foreign matter— Under a microscope, Wheat Starch 
does not contain starch grains of any other origin. It may 
contain a minute quantity, if any, of fragments of the tissue 
of the original plant. 

Loss on drying Not more than 15.0% (6 hours). 
Total ash Not more than 1.0%. 

White Omtment 

Method of preparation 

Pmrified Lanolin 50 g 

White Beeswax 50 g 

White Petrolatum a sufficient quantity 

To make 1000 g 

Prepare as directed under Ointments, with the above 
materials. 

Description White Ointment is white in color. It has a 
slight, characteristic odor. 

Containers and storage Containers— Tight containers. 

Whole Human Blood 

A±Jfli« 

Whole Human Blood is a liquid for injection which 
is prepared by mixing human blood cells and an an- 
ticoagulant solution for storage. 

It conforms to the requirements of Whole Human 
Blood in the Minimum Requirements for Biological 
Products. 

Description Whole Human Blood is a deep red liquid from 
which the erythrocytes s^tle upon standing, leaving a yellow 
supernatant layer. A gray layer which mainly consists of leu> 
cocytes may appear on the surface of the settled erythrocyte 
layer. The supernatant layer may become turbid in the 
presence of fat, or may show the faint color of hemoglobin. 
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Method of preparation 

Silver Protein 30 g 

Glycerin 100 mL 

Mentha Water a suflScient quantity 

To make 1000 mL 

Dissolve and mix the above ingredients. 

Description Silver Protein Solution is a clear, brown liq- 
uid, having the odor of mentha oil. 

Identification (1) To 1 mL of Silver Protein Solution add 
10 mL of ethanol (95), mix, and add 2 mL of sodium 
hydroxide TS. Add immediately 1 mL of a solution of cop- 
per (II) chloride dihydrate in ethanol (95) (1 in 10), shake, 
and filter: the filtrate is blue in color (glycerin). 

(2) To 3inL of Silver Protein Solution add water to 
make 10 mL, add 2 mL of dilute hydrochloric add, shake ire- 
quently for 5 minutes, and filter. Add 5 mL of a solution of 
sodium hydroxide (1 in 10) to the filtrate, and add 2 mL of 
diluted copper (11) sulfate TS (2 in 25): a purple color de- 
velops (silver protein), 

(3) To 5 mL of the sample solution obtained in (2) add 
iron (HI) chloride TS dropwise: a brown precipitate is 
formed (silver protein). 

(4) Place 3 mL of Silver Protein Solution in a crucible, 
heat cautiously, and evaporate almost to dryness. Then in- 
cinerate gradually by strong heating, dissolve the residue in 
1 mL of nitric acid by warming, and add 10 mL of water: the 
solution responds to the Qualitative Tests (1) for silver salt. 

Assay Pipet 25 mL of Silver Protein Solution into a 250- 
mL Kjeldahl flask, and heat cautiously until a white gas of 
glycerin is evolved. After cooling, add 25 mL of sulfuric 
acid, cover the flask with a funnel, and heat gently for 5 
minutes. After cooling, drop gradually 5 mL of nitric acid, 
heat with occasional shaking in a water bath for 45 minutes, 
and cool. Add 2 mL of nitric acid, boil gently, and repeat 
this operation until the solution becomes colorless upon cool- 
ing. Transfer cautiously the cooled content in the flask into a 
500-mL conical flask with 250 mL of water. Boil gently for 5 
minutes, cool, and titrate with 0.1 mol/L ammonium thioc- 
yanate VS (indicator: 3 mL of ammonium iron (III) sulfate 
TS). 

Each mL of 0.1 mol/L ammonium thiocyanate VS 
= 10.787 mg of Ag 

Containers and storage Containers— Tight containers. 
Storage— Light-resistant. 

Simple Ointment 



Description Simple Ointment is yellow in color. It has a 

slight, characteristic odor. 

Containers and storage Containers — Tight containers. 

Simple Syrup 

Simple Syrup is an aqueous solution of Sucrose. 

Method of preparation 

Sucrose 850 g 

Purified Water a sufficient quantity 

To make 1000 mL 

Prepare as directed under Syrups, with the above materi- 
als. 

Description Simple Syrup is a clear, colorless to pale yel- 
low, viscous liquid. 

It is odorless and has a sweet taste. 

Identification (1) Evaporate Simple Syrup on a water 
bath to dryness. 1 g of the residue so obtained, when ignited, 
melts to swell, and decomposes, emitting an odor of caramel, 
to bulky charcoal. 

(2) To 0. 1 g of the residue obtained in (1) add 2 mL of di- 
lute sulfuric acid, boil, add 4 mL of sodium hydroxide TS 
and 3 mL of Fehling*s TS, and heat to boiling: a red to dark 
red precipitate is produced. 

Specific gravity d|g: 1.310-1 .325 

Parity (1) Artificial sweetening agents— To 100 mL of 
Simple Syrup add 100 mL of water, shake, acidify a 50-mL 
portion of the solution with dilute sulfuric acid, and make 
another 50-mL portion alkaline with sodium hydroxide TS. 
To each portion add 100 mL of diethyl ether, shake, separate 
the diethyl ether layer, and evaporate the combined diethyl 
ether extract on a water bath to dryness: the residue has no 
sweet taste. 

(2) Sahcylic acid— To the residue obtained in (1) add 2 to 
3 drops of dilute iron (III) chloride TS: no purple color de- 
velops. 

Containers and storage Containers — ^Ilght containers. 



Sinomenium Stem 

Sinomeni Caulis et Rhizoma 



Method of preparation 

Yellow Beeswax 330 g 

Fixed oil a sufficient quantity 

To make 1000 g 

Prepare as directed under Ointments, with the above in- 
gredients. 



Sinomenium Stem is the climbing stem and rliizome 
of Sinomenium acutum Rehder et Wilson (Menisper- 
maceae). 

Description Round or elliptic sections, 0.2 - 0.4 cm in thick- 
ness, 1 ' 4.5 cm in diameter; cortex on both fractured sur- 
faces, light brown to dark brown; in xylem, grayish brown 
vessel portions and dark brown medullary rays lined alter- 
nately and radially; flank, dark gray, with longitudinal wrin- 
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less than 3 mm in diameter, contained in Perilla Herb does 
not exceed 3.0%. 

(2) Foreign matter— The amount of foreign matter other 
than the stems contained in Perilla Herb does not exceed 
1.0%. 

Loss on drying Not more than 13.0% (6 hours). 

Total ash Not more than 16.0%. 

Acid-insoluble ash Not more than 2.5%. 

Essential oil content Perform the test with 50.0 g of pulver- 
ized Perilla Herb as directed in Essentia! oil content under 
the Crude Drugs, provided that 1 mL of silicon resin is previ- 
ously added to the sample in the flask: the volume of essen- 
tial oil is not less than 0.2 mL. 

Adsorbed Purified Pertussis 
Vaccine 



Hydrophilic Petrolatum 

Method of preparation 

White Beeswax 80 g 

Stearyl Alcohol or Cetanol 30 g 

Cholesterol 30 g 

White Petrolatum a suflScient quantity 

To make 1000 g 

Melt and mix Stear^ Alcohol or Cetanol, White Beeswax 
and White Petrolatum on a water bath. Add Cholesterol, 
and melt completely by stirring. Stop warming, and stir until 
the mixture congeals. 

Description Hydrophilic Petrolatum is white in color. It 
has a slight, characteristic odor. 

When mixed with an equal volume of water, it retains the . 
consistency of ointment. 

Contahiers and storage Containers — Tight containers. 



Adsorbed Purified Pertussis Vaccine is a liquid for 
injection prepared by adding an aluminum salt to a liq- 
uid containing the protective antigen of Bordetella per- 
tussis to make the antigen insoluble. 

It conforms to the requirements of Adsorbed 
Purified Pertussis Vaccine in the Minimum Require- 
ments for Biological Products. 

Description Adsorbed. Purified Pertussis Vaccine forms a 
homogeneous, white turbidity on shaking. 

Adsorbed Diphtheria-Purified 
Pertussis-Tetanus Combined 
Vaccine 



Adsorbed Diphtheria-Purified Pertussis-Tetanus 
Combined Vaccine is a liquid for injection consisting 
of a liquid containing the protective antigen of Bor- 
detella pertussis. Diphtheria Toxoid and a liquid con- 
taining tetanus toxoid obtained by detoxifying the teta- 
nus toxin with formaldehyde solution without impair- 
ing its immunogenicity, to which aluminum is added to 
make the antigen and the toxoids insoluble. 

It conforms to the requirements of Adsorbed 
Diphtheria-Purified Pertussis-Tetanus Combined Vac- 
cine in the Minimum Requirements for Biological 
Products. 

Description Adsorbed Diphtheria-Purified Pertussis-Teta- 
nus Combined Vaccine becomes a homogeneous, white tur- 
bid liquid on shaking. 



White Petrolatum 

White Petrolatum is a decolorized and purified mix- 
ture of hydrocarbons obtained from petroleum- 
Description White Petrolatum is a white to pale yellow, 
homogeneous, unctuous mass. It is odorless and tasteless. 

It is practically insoluble in water, in ethanol (95) and in 
ethanol (99.5). 

It dissolves in diethyl ether making a clear liquid or produc- 
ing slight insoluble substances. 

It becomes a clear liquid when warmed. 

Melting point 38 - 60^*0 (Method 3). 

Parity (1) Color— Melt White Petrolatum by warming, 
and pour 5 mL of it into a test tube, and keep the content in a 
liquid condition: the liquid has no more color than the fol- 
lowing control solution, when observed transversely from 
side against a white background. 

Control solution: Add 3.4 mL of water to 1.6 mL of Ferric 
Chloride Colorimetric Stock Solution. 

(2) Acid or alkali— To 35 .Og of White Petrolatum add 
100 mL of hot water, shake vigorously for 5 minutes, and 
then draw oflf the aqueous layer. Treat the White Petrolatum 
layer in the same manner using two 50-mL portions of hot 
water. To the combined aqueous layer add I drop of 
phenolphthalein TS, and boil: no red color is produced. Fur- 
ther add 2 drops of methyl orange TS: no red color is 
produced. 

(3) Heavy metals— Proceed with 1.0 g of White Petrola- 
tum according to Method 2. and perform the test. Prepare 
the control solution with 3.0 mL of Standard Lead Solution 
(not more than 30 ppm). 

(4) Arsenic — Prepare the test solution with 1.0 g of 
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White Petrolatum, according to Method 3, and perform the 
test using Apparatus B. Add 10 mL of a solution of magnesi- 
um nitrate hexahydrate in ethanol (95) (1 in 50), then add 
1 .5 mL of hydrogen peroxide (30), and fire to burn (not more 
than 2 ppm). 

(5) Sulfur compound — To 4.0 g of White Petrolatum 
add 2 mL of ethanol (99.5) and 2 drops of sodium hydroxide 
solution (1 in 5) saturated with lead (II) oxide, warm the mix- 
ture for 10 minutes at about 70**C with frequent shaking, 
and allow to cool: no dark color is produced. 

(6) Organic adds— To 100 mL of dilute ethanol add 1 
drop of phenolphthalein TS, and titrate with 0.01 mol/L so- 
dium hydroxide VS, until the color of the solution changes to 
light red. NGx this solution with 20.0 g of White Petrolatum, 
and boil for 10 minutes under a reflux condenser. Add 2 to 3 
drops of phenolphthalein TS to the mixture and 0.40 mL of 
0.1 mol/L sodium hydroxide VS with vigorous shaking: the 
color of the solution remains red. 

(7) Fats and fatty oils or resins— To 10.0 g of White 
Petrolatum add 50 mL of sodium hydroxide solution (1 in 5), 
and boil for 30 minutes under a reflux condenser. Cool the 
mixture, separate the aqueous layer, and filter, if necessary. 
To the aqueous layer add 200 mL of dilute sulfuric add: 
neither oily matter nor predpitate is produced. 

Residue on ignitioa Not more than 0.05% (2 g). 

Containers and storage Containers — ^Tight containers. 

Yellow Petrolatum 

Yellow Petrolatum is a purified mixture of hydrocar- 
bons obtained from petroleum. 

Description Yellow Petrolatum occurs as a yellow, 
homogeneous, unctuous mass. It is odorless and tasteless. 

It is slightly soluble in ethanol (95), and practically insolu- 
ble in water. 

It dissolves in diethyl ether, in petroleum benzine and in 
turpentine oil, making a clear liquid or producing slight in- 
soluble substances. 

It becomes a yellow, clear liquid with sHght fluorescence 
when warmed. 

Melting point 38 - 60''C (Method 3). 

Purity (1) Color — Melt Yellow Petrolatum by warming, 
and pour 5 mL of it into a test tube, and keep the content in a 
liquid condition: the liquid has no more color than the fol- 
lowing control solution, when observed transversely from 
side against a white background. 

Control solution: To 3.8 mL of Ferric Chloride Stock CS 
add 1.2 mL of Cobaltous Chloride Stock CS. 

(2) Acid or alkah— To 35.0 g of Yellow Petrolatum add 
100 mL of hot water, shake vigorously for 5 minutes, and 
then draw off' the aqueous layer. Treat the Yellow Petrola- 
tum layer in the same manner using two 50-mL portions of 
hot water. To the combined aqueous layer add 1 drop of 
phenolphthalein TS, and boil: no red color is produced. Fur- 
ther add 2 drops of methyl orange TS: no red color is 
produced. 



(3) Heavy metals — Proceed with 1 .0 g of Yellow Petrola- 
tum according to Method 2, and perform the test. Prepare 
the control solution with 3.0 mL of Standard Lead Solution 
(not more than 30 ppm). 

(4) Arsenic — Prepare the test solution with 1 .0 g of Yel- 
low Petrolatum, according to Method 3, and perform the 
test using Apparatus B. Add 10 mL of a solution of magnesi- 
um nitrate hexahydrate in ethanol (95) (1 in 50), then add 
1 .5 mL of hydrogen peroxide (30), and fire to burn (not more 
than 2 ppm). 

(5) Sulfur compound— To 4.0 g of Yellow Petrolatum 
add 2 mL of ethanol (99.5) and 2 drops of sodium hydroxide 
solution (1 in 5) saturated with lead (II) oxide, warm the mix- 
ture for 10 minutes at about 70°C with frequent shaking, and 
allow to cool: no dark color is produced. 

(6) Organic acids — To 100 mL of dilute ethanol add 1 
drop of phenolphthalein TS, and titrate with 0.01 mol/L so- 
dium hydroxide VS, until the color of the solution changes to 
light red. Mix this solution with 20.0 g of Yellow Petrola- 
tum, and boil for 10 minutes under a reflux condenser. Add 2 
to 3 drops of phenolphthalein TS to the mixture and 0.40 mL 
of 0.1. mol/L sodium hydroxide VS with vigorous shaking: 
the color of the solution remains red. 

(7) Fats and fatty oils or resins — ^To 10.0 g of Yellow 
Petrolatum add 50 mL of sodium hydroxide solution (1 in 5), 
and boil for 30 minutes under a reflux condenser. Cool the 
mixture, separate the aqueous layer, and filter, if necessary. 
To the aqueous layer add 200 mL of dilute sulfuric add: 
neither oily matter nor precipitate is produced. 

Residue on igfiition Not more than 0.05% (2 g). 

Containers and storage Containers — Tight containers. 

Petroleum Benzin 

Petroleum Benzin is a mixture of low-boiling point 
hydrocarbons from petroleum. 

Description Petroleum Benzin occurs as a colorless, clear, 
volatile liquid. It shows no fluorescence. It has a chracteristic 
odor. 

It is miscible with ethanol (99.5) and with diethyl ether. 

It is practically insoluble in water. 

It is very flammable. 

Specific gravity d|§: 0.65 - 0.71 

Purity (1) Acid — Shake vigorously 10 mL of Petroleum 
Benzin with 5 ixiL of water for 2 minutes, and allow to stand: 
the separated aqueous layer does not change moistened blue 
litmus paper to red. 

(2) Sulfur compounds and reducing substances — To 10 
mL of Petroleum Benzin add 2.5 mL of ammonia-ethanol 
TS and 2 to 3 drops of silver nitrate TS, and warm the mix- 
ture at about 50'*C for 5 minutes, protected from light: no 
brown color develops. 

(3) Fatty oil and sulfur compounds — Drop and 
evaporate 10 mL of Petroleum Benzin in small portions on 
odorless filter paper spread on a previously warmed glass 
plate: no spot or no foreign odor is perceptible. 
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"Gelation Hydrocarbon" 109105 
[English Name] Hydrocarbon Gel 

[other Name] Plastlbase (120012), Polold (105483) 
[Reference] Standard of Pharmaceutical Exclplents 
[Description] 

This product Is olorless or pale yellowish translucence ointment , 
and Is obtained from liquid paraffin by gelated with 5 to 10% of 
polyethylene . 

Having no smell, or a characteristic odor with no taste. 

Insoluble In water or ethanol. 

Soluble In ether or xylene with muddy. 
[Reference Description] 

IR (film): 2910, 2850, 1460, 1380 and 720 cm'^ 

Relative density: d^^2o: about 0.88 

Acid and base: within the limits 

Heavy metal: < lOppm 

As (Arsenic): < 2ppm 

Liquid paraffin: < 0.2% 
[storage condition] 

Airtight container 
[Application] 

Ointment base 
[Route of administration/Maximum quantity] 

General external preparation: 990.5mg/g, 

Dental surgery and for the application to mouth: adequate dose. 
For application to intestinum rectum or vagina: 3g 
[Trade Name] 

Gelation Hydrocarbon (Maruishi Pharmaceutical Co., Ltd., 
Bristol-Myer- Squibb / Importer: Sankyo Co., Ltd.) 
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102490 

[^^] Geraniol 
[glj^] Lemonol 

I-fb # (E)-3,7-Dimethyl-2,6-octadien 
-l-ol ; 2,6-Dimethyl-2,6-octadien-8-ol 

mm 




CioHigO : 154.25 
C#^3ti«] H^M. CAS No. 106- 

24-1 

l^^mm ^» 85.0%&.±. : 1.469 

-1.478. JfcS dig : 0.870-0.885, ^tf l.OiUT. 
^XT^ufiBi e.GJ^iT. fc^L, ItJ 5g €rfflv^2,, 
^ lOppmJilT. TyPT'h 5g. 0.5moI/LJS^ 
mSft l.SmL JLUT 

mm} ^^-M 
m 

itk^mm • m±mmmi m& o.oimg/g, mm 

m 0.05mg/mL. 



<f'7-:i--Jl^^mTJ[^=l-Jl^ (95vol%) 
120003 

[3?^] Geraniol Denatured Alcohol (95vol%) 

C«W] Kfl^^TO-g-fi^T^br^— ;b^7(c(95vol%)200 
L{^o#, -r7-7f--/u 200g ^jDi-T'^ttLfc t 

-S-S ^ /—>'U95. 13-95. 88vol% 



(15'C, JtMft). Jta d{| : 0.813-0.816. fj 
t ^ i' ® (lOmL, TKSOmL, 5-10*C T30^fiJS[ 

14fS« v^-rat|ifi;Kl*I. M^Ji 1.2ppmJilT. 

imm mm, mmm 

C«fc%^SS-S:*:«ffl«] -J^^ffl^J 600//L/mL. 
(95vol%) (aM#^TyU3-yuti^S^) 



'5^^^::j--;i/^'|47.'Un-;u (99vol%) 
120004 

Geraniol Denatured Alcohol (99vol%) 

iKfl?*^'^fi6;T;ur3-;u^7|c(99.5vol%) 
200L{co|^, — ;u 200g ^Sn^T«L^c 

[##^^#] -i-i j:. y—;u99. 05-99. 86vol% 
(15°C, itJtS). Jtm d}i : 0.794-0.799. 

t ^ f ^ 0« (lOmL, TfcSOmL, S-lO'CT'SO^FHlSf 

mmfE^ ^^-fixi>m.m.n. m^m i.2ppmJiiT. 
[ffli^] mm, mmm 

(99vol%) (aM^^TyL-rJ-zutg^m^) 



109105 

[^^] Hydrocarbon Gel 

[SiJ^] -7"7 X-^^-x (120012). iKn K (105483) 
^f77^> (Q^) ^ 5 -10%Jc*§S1-4fio^'J 



^•i^J^—w^fti 99 



[^^mm ^^mA^^-<^ V mmm 2910 

cm-\ 2850cm-'. 1460cm-', 1380cm-' ;5.y-'720cm-' 
Jtfi dfS : ltJO.88. ^X(±T;u* ij 
lOppmtiT. h« 2ppmJiiT. ^Mt!j^-° 

[^■^^ss • mi^^mm^ -WL^mm 999.5mg/g, 
#f43^ffl;g.t/a4'ffl a*, '&mmm.m.m.m 3g . 



108178 

] Gentisylethanolamide 
mm OH 

^ Vc-NHCHjCHjOH 

CHuNO. : 197.19 

y y — /PXiiJ-;?' y — ^KC?#(t^-t < , fUi^> 
Xt± J.— ryucj^ftfc < v\ 7Kr#?fe (l-»20) <7) 
pH3. 5-4.5. 

-g-M 98.0%Jil_h. 
V mizi^m 326~330nm : / y-^u^f0i 
(l-»50000). li.* : 148~151"C. 7#tt: l.Og, * 100 
mL, mn'&^m. m±m lOppmlUT. h« 2ppm 
JilT. ^'^i^fi 0.5%JiiT (Ig, 105°C. At^rH). 
^m^-^ 0.10%JilT (Ig). 

mm mmm 

[t9L^mm • m±^mm.] mmp^mm loomg. 

{^S,^{ji — t)-)] r>^i-*>^i^ y — ;uT 5 



102475 

mm] mmm-^ 
[mm mmm 

m^mm • ^:*:l5&ffl*] ^nS-^ 2.08g. 



120259 

CH^] High Fructose Syrup 

y-;n3— x-^ y y ^— fe'*f^ffl$-yr-c^14-fbL, 

(3ijv^j±5r<. ^{i-S-v^ 7KXf4j:.;J'y-/utrSfQ 
;feJigtt. pH 3. 5 -5.5 (10. Og, 7K20mL). 

i^mm] (^»^#)*«i9o.o%Jii_h.7# 

25.0g, 7K-C50mL, ^b^. ^ PS^Krt. m-fb^if 
0.018%JiiT. «^ 0.024%JiiT. m.±m 4ppm 

jaiT. t5g ippmJiiT. m^T^-r-^intmrnm. 
w^.m.n.mm'^m. \q%\>xt {y^p-lo .mMmm. 25.0 

%WT(lg, 90*C, IS.SkPa T45^W, 2.7kPaiilT 
T-3li#ra). 0.10%JiiT (2g). 

mm] 
{mm 

m^m^ • m:kmmm] sps-g- iig. 

CffiSSi^O-*-)] h900(#t&X||), 



002130 

[35^] Hydrogenated Oil 

CSU^] Hydrogenated Castor Oil fW] 



